
From: Koch, Erin
To: Holloman, Rachel; Rosenblatt, Daniel; Goodis, Michael
Subject: RE: Prop 65
Date: Friday, February 23, 2018 8:23:53 AM
Attachments: PROP 65 ver 7 - 2-21.esk.doc

Here are my comments on the letter.
Erin

From: Holloman, Rachel 
Sent: Wednesday, February 21, 2018 5:26 PM
To: Rosenblatt, Daniel <Rosenblatt.Dan@epa.gov>; Goodis, Michael <Goodis.Michael@epa.gov>
Cc: Koch, Erin <Koch.Erin@epa.gov>
Subject: Prop 65
Here is the revised letter.
Rachel Holloman, Chief
Fungicide and Herbicide Branch,
Registration Division, OPP, OCSPP, EPA
(703)305-7193
holloman.rachel@epa.gov
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February 23, 2018

Ms. Carol J. Monahan-Cummings, Chief Counsel,


Office of Environmental Health Hazard Assessment 

California Environmental Protection Agency 


Sacramento Office
1001 I Street,
Sacramento, CA 95814

Dear Ms. Monahan-Cummings,

I am writing to discuss California Proposition 65 (Prop 65) warning statements relative to pesticide labeling.  As you know, the Environmental Protection Agency (EPA) is responsible under Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) for regulation of pesticides nationally.  A detailed human health and ecological risk assessment is performed on pesticides at EPA. The conclusions of those assessments as well as the product’s use directions and safety precautions inform whether a pesticide can be registered at the federal level. It is a violation of federal law to use a pesticide in a manner that is inconsistent with its label.  

Labels contain essential comprehensive information concerning the safe use, protection of non-target species and disposal considerations. A key function of the label is to manage the potential risk from pesticides. EPA does this in coordination with the state and other federal agencies that enforce the pesticide label requirements. The states are EPA partners registering state labels
, certifying pesticide applicators and running educational programs to ensure that the pesticide product is used in accordance to the label. In accordance with FIFRA sec. 24, state governments may regulate the sale and use of pesticides  more stringently than EPA, but states cannot impose requirements for labeling that are in addition to or different from what EPA has required.  EPA encourages efforts that help the public responsibly rely on products while also protecting human health and the environment.   

Currently, Proposition 65 statements have been added 
to federal labels through different administrative means. Specifically, the statements have been added through a notification or a label amendment. The Agency reviews the label language changes in both cases. When processed as an amendment, the Agency stamps and approves the full label. With a notification, a letter is sent approving or disapproving the notification based on whether the notification process was appropriate. Overall, reviewing requests by registrants to add Prop 65 statements raises resource and policy questions that EPA is interested in discussing with your agency and other stakeholders. Prop 65 could be considered a non-Notification, because it is not required by FIFRA and does not need to appear on the federal label. 
The Office of Pesticide Programs would like to initiate discussions with the California Department of Pesticide Regulation and your office to address any implications Prop 65 may pose to Federal labeling requirements
. To initiate this effort, I will have Shannon Jewel on my staff contact both offices to schedule a conference call.  I look forward to working with you on this issue.








Sincerely, 








Richard P. Keigwin, Director







Office of Pesticide Programs








US Environmental Protection Agency


cc: Ann Prichard, Chief


      Pesticide Registration Branch, DPR

�I don’t agree the EPA does anything regarding approval of labels in coordination with the states.  The states roles are in enforcing misuse violations.  As for states registering their own labels, that is done without any involvement or interest at the federal level.  These sentences should be changed.


�Do you want to explain that these are added, not because they are required, but because registrants have requested to put them on labels?


�Is OPP ready to say this?  I would recommend not.  If you do, the sentence needs to be revised to not indicate that being “non-FIFRA” alone is enough for a non-notification.  It is only okay becuasee PRN 98-10 created that category for non-FIFRA elements.  You would have to declare that Prop 65 statements fit that category.


�The have no impact on the requirements.  They have an impact on the process and on whether EPA is potentially approving or allowing labeling that is false or misleading, which is inconsistent with FIFRA.






